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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )□ Responsive to communication(s) filed on . 

2a)Q This action is FINAL. 2b)[3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) E3 Claim(s) 1-53 is/are pending in the application. 
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5) D Claim(s) ; is/are allowed. 

6) ^ Claim(s) 1-53 is/are rejected. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

Claims 23, 25, 27, 33, 35 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Knudson et al. USPN 6,636,767. Knudson et al teach the introduction of 
a plurality of stimulators in various muscles (column 3, 55-64) in the oropharnyx and 
using a pacing from and external controller 20 to contract the muscles to alleviate 
snoring. 

Claims 23, 25 are rejected under 35 U.S.C. 102(b) as being anticipated by Pitts 
US 2002/0049479. Pitts teach an implantable device that applies stimulation to the 
genioglossus muscle which has at least some minimal contraction [0021]. The device 
receives stimulation parameters telemetrically. 

Claims 23, 25, 34-35 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Richmond et al. USPN 6,240316. 

Claim Rejections - 35 USC § 103 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis- for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 43-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Pitts US 2002/0048479 in view of Kallok USPN 5,158,080. Pitts describes the use of 

electrode arrays in which different protocols can be followed including phase shifting the 

stimulation. Though the references does not teach separate muscles be stimulating 

alternatively, in view of Kallock it would have been obvious to connect the individual 

electrodes to individual muscles of the and phase shift the stimulation to stimulate the 

muscles alternatively to reduce fatique. Pitts uses sensors to initiate stimulation [0028], 

and with applicant's recited sensors being well known for detecting snoring such would 

have been obvious. 

Claims 40, 42 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Richmond et al USPN 6,240,316. Richmond uses an injector for positioning the implant 
in the same location as applicant. It would have been apparent to one of ordinary skill in 
the art to use the same direction path as claimed to achieve the same result since it 
would have been one of the easier routes to take. To have tested the device prior to 
removal of the injector would have been obiouvs. 

Claims 41 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Richmond et al USPN 6,240,31 6 as applied to claims 40 above, and further in view of 
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Pitts US 2002/0049479. Positioning the stimulator near any of the nerves feeding the 
genioglossus muscle as opposed to the muscle itself would have been an obvious 
alternative in view of Pitts. 

Claims 24, 26, 28-39 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Knudson et al. USPN 6,636,767 in view of Richmond et al USPN 6,240,316. 
Applicant differs in reciting that the stimulator has two or more electrode and that the 
device is inserted using and injector device. To have inserted the Knudson et al 
stimulator with an injection device would have been obvious in view of Richmond et al 
as well as having provided multiple electrodes which Bion devices possess. 

Claims 1-2 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Knudson et al. USPN 6,636,767 in further in view of Li et al "Pharyngoscopic 
observation during sleep in patients with obstructive sleep apnea syndrome". Applicant 
differs from Knudsen et al in reciting that the patient's air passage in observed during 
sleep. Zhonghua teaches such a method for determining the location of blockages. To 
have used such a technique prior to installing the Knudsen device would have been 
> obvious. 

Claims 3-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Knudson et al. USPN 6,636,767 in further in view of Li et al "Pharyngoscopic 
observation during sleep in patients with obstructive sleep apnea syndrome" as applied 
to claims 3-22 above, and further in view of Richmond et al USPN 6,240,31 6. Applicant 
differs in reciting that the device is in an injector device with a stimulator and obvious 
parameters known to be included in Bion devices such as sensors and transmitters. The 
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dependent claims represent old variations of techniques and tools that can be found in 
applicant's submitted IDS for treating OSA. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark W. Bockelman whose telephone number is (571 ) 
272-4941 . The examiner can normally be reached on Monday - Friday 10:00 to 6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Pezzuto can be reached on (571) 272 -6996. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571 -272-1 000. 



January 7, 2007 



MWB 




